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DETAILED ACTION 

Claims 1 , 3-4, 9-20, 27-36 and 39-49 are presented for reconsideration on the 

merits. 

Response to Amendment 

The amendment filed June 27, 2008, has been received and entered. The text of 
those sections of Title 35, U.S. Code not included in this action can be found in a prior 
Office action. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

Election/Restrictions 

Applicant's election of Group I in the reply filed on December 6, 2006, is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). The non-elected claims were canceled. 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1, 3-4, 9-20, 27-36 and 39-49 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Price et al in view of previously cited EP reference, and 
Yoshida et al. 

Claims are drawn to a composition for culture of cells comprising polyethylene 
glycol in an amount of at least 1% by weight. Claims are further drawn to a composition 
comprising transferrin and insulin substitutes, and also sodium erythorbate. 

Price et al teach a medium and method of culturing animal cells wherein the 
medium comprises albumin or albumin substitute, transferrin substitute, insulin 
substitute, note column 2, of page 1, paragraph [0011], lines 1, 5-6, and 7. Also 
recombinant proteins can be comprised by the medium. Note page 11, paragraph 
[0120], lines 1-3. 

EP teaches a composition for culture of cells comprising polyethylene glycol in an 
amount of at least 1 % by weight and method, thereof. Note page 3, lines 25-35. 

Yoshida et al teach at column 9, line 49, sodium erythorbate which is disclosed to 
be a helpful ingredient. 

The claims differ from Price et al in that PEG (polyethyelene glycol), sodium 
erythorbate is not disclosed. 

It would have been obvious to one of ordinary skill in the art to replace the 
albumin substitute of Price et al with the PEG disclosed by EP and to further add 
sodium erythorbate as disclosed by Yoshida et al as these are disclosed by the cited 
prior art to provide benefits for serum free culture medium as disclosed by Price et al 
and claimed herein. 
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The polyethylene glycol (PEG) disclosed by the EP reference is disclosed to 
have the molecular weights and to be present in the amounts as claimed herein. To 
vary the amounts of these ingredients is a matter of routine optimization in the art and 
would have been an obvious modification of the cited prior art. Also to provide for 
additional substance in liquid form such as a growth factor and complexed with PEG is 
an obvious modification of the cited prior art because PEG is a well known complexing 
agent and growth factors are dislosed by EP reference to be included in the culture 
medium as well. Further to complex the growth factor with PEG is clearly within the 
purview of an ordinary artisan and would have been expected to provide successful 
results. 

Additional substances of which include growth factors, are disclosed by the EP 
reference and the other cited prior art applied herein above. Albumin is disclosed to be 
present or an albumin substitute can be used instead. Each of the newly added claim 
features are either clearly disclosed by the cited prior art , or they are at least 
suggested. Therefore, one of skill would have been motivated to add these to a culture 
for culturing cells. In the absence of persuasive evidence to the contrary the claims are 
rendered prima facie obvious. 

Response to Arguments 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., advantages of PEG in the medium for lowering the concentration of albumin which 
are disclosed in the specification) are not recited in the rejected claim(s). Although the 
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claims are interpreted in light of the specification, limitations from the specification are 
not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 USPQ2d 1057 (Fed. 
Cir. 1 993). The amount of albumin of less than about 5 g/l is clearly suggested by Price 
et al because the amount of albumin as disclosed by Price et al is disclosed to be about 
5 g/l. 

Although the reference does disclose that more can be added it would have been 
obvious to add less when adding PEG to the culture medium which is of a high 
molecular weight as disclosed by the EP reference. The cited prior art did so recognize 
that selecting a high polymer and of a specific molecular weight PEG is advantageous 
for a culture medium composition. Note the EP reference as discussed above. Thus, 
by adding such a high polymer to a culture medium as disclosed by the EP reference 
there would be no need to add the higher amount of albumin as disclosed by Price et al 
since serum free media often includes PEG in place of albumin to control possible 
contamination effects. There would have been no need to add very much albumin 
because the PEG would have been expected to provide successful results in low 
amount because of its low amount requirement due to its high polymer content. 

The argument that the recombinant proteins disclosed by Price et al is not 
contained in the culture medium is not persuasive because the protein can be secreted 
into the culture medium by the cells and then harvested therefrom. Thus, this means 
that at least at some point the culture medium does indeed contain recombinant protein 
during the culturing of the cells which is what the composition as disclosed and claimed 
herein is used for. Hence, the cited prior art does teach each of the critical ingredients 
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as claimed herein, or at least, suggests that they can be present in a culture medium. 
Thus, the claims remain prima facie obvious over the cited prior art. 

Claims 1, 3-4, 9-20, 27-36 and 39-49 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over EP, EP 0 248 656, cited previously on PTO-1449 Form in view 
of Yoshida et al (US 5520933), cited of record, and Becker et al (US 6379675), cited of 
record, and further in view of Price et al (US20020076747). 

Claims are drawn to a composition for culture of cells comprising polyethylene 
glycol in an amount of at least 1% by weight. Claims are further drawn to a composition 
comprising transferrin and insulin substitutes, and also sodium erythorbate. 

EP teaches a composition for culture of cells comprising polyethylene glycol in an 
amount of at least 1% by weight and method, thereof. Note page 3, lines 25-35. 

Yoshida et al teach at column 9, line 49, sodium erythorbate which is disclosed to 
be a helpful ingredient. 

Becker et al teach recombinant lipoprotein use in a composition, see abstract. 

Price et al teach a medium and method of culturing animal cells wherein the 
medium comprises albumin or albumin substitute, transferrin substitute, insulin 
substitute, note column 2, of page 1, paragraph [0011], lines 1, 5-6, and 7. Also 
recombinant proteins can be comprised by the medium. Note page 11, paragraph 
[0120], lines 1-3. 

Claims differ from the EP reference in that transferrin and insulin substitutes, 
recombinant protein and sodium erythorbate, are not disclosed. 
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It would have been obvious to one of ordinary skill in the at the time the claimed 
invention was made to replace the non-recombinant protein of the serum free culture of 
the EP reference with the recombinant proteins of Becker et al and Price et al and 
further to select the transferrin and insulin substitutes of Price et al and also add sodium 
erythorbate to the culture medium of EP reference as Yoshida et al discloses since 
they are disclosed to be useful and helpful ingredients for culture medium for culturing 
animal cells. Sodium erythorbate is disclosed to have antioxidant properties and 
activities as well. 

The polyethylene glycol (PEG) disclosed by the EP reference is disclosed to 
have the molecular weights and to be present in the amounts as claimed herein. To 
vary the amounts of these ingredients is a matter of routine optimization in the art and 
would have been an obvious modification of the cited prior art. Additional substances of 
which include growth factors, are disclosed by the EP reference and the other cited prior 
art applied herein above. Albumin is disclosed to be present or an albumin substitute 
can be used instead. Each of the newly added claim features are either clearly 
disclosed by the cited prior art , or they are at least suggested. Therefore, one of skill 
would have been motivated to add these to a culture for culturing cells. In the absence 
of persuasive evidence to the contrary the claims are rendered prima facie obvious. 
Response to Arguments 

Applicant's arguments filed June 27, 2008, have been fully considered but they 
are not persuasive. In response to applicant's arguments against the references 
individually, one cannot show nonobviousness by attacking references individually 
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where the rejections are based on combinations of references. See In re Keller, 642 
F.2d 413, 208 USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 
USPQ 375 (Fed.Cir. 1986). 

Specifically, the argument that Becker is directed to immunological compositions 
and makes no reference to albumin, is not necessarily relevant because the claims are 
directed to a composition for culturing of which does include the same function, use and 
ingredient in the composition as claimed herein. Further, Becker et al specifically 
disclose selecting for recombinant protein (i.e. lipoprotein) in their composition, and 
Price et al at least suggest the presence of recombinant protein in a culture medium. 
Also newly added Price et al disclose serum free culture medium and the presence of 
recombinant proteins since they are secreted into the culture medium composition 
during culturing and can be harvested therefrom. 

One of ordinary skill in the art would have expected successful results for 
selection of recombinant proteins in serum free compositions because for one reason 
the art teaches this and the other is that they would have been motivated to minimize 
contamination of immunological compositions and culture medium to provide for an 
improved product and better yield of an improved product. One of ordinary skill in the 
art would have expected successful results for improving a product and its yield by 
selecting for recombinant proteins for use in the culture medium. 

Also the argument that the combination of cited prior art would not provide for a 
culture medium having no animal proteins is noted; however, there is a clear suggestion 
in the art that selection of recombinant proteins is desirable for serum free medium and 
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to select for and use in a medium only recombinant proteins in a serum free medium is 
an obvious modification for one of ordinary skill in the art to make because the prior art 
teaches that such proteins are desirable in serum free culture medium as claimed 
herein. 

The claims are hence prima facie obvious based upon these conclusions and 
those as discussed supra. Whether or not a single reference specifically omits all non- 
recombinant proteins is not relevant since the prior art is applied as a combination of 
references. The combination of cited art does indeed suggest that recombinant proteins 
are desirable and to use them exclusively would have been prima facie obvious and one 
of skill would have expected successful results, therefore. Therefore, Applicant's 
arguments against the references individually, one cannot show nonobviousness by 
attacking references individually where the rejections are based on combinations of 
references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981 ); In re Merck & 
Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

All claims fail to be patentably distinguishable over the state of the art discussed 
above and cited on the previously enclosed PTO-892 and/or PTO-1449. Therefore, the 
claims are properly rejected. 



No claims are allowed. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah K. Ware whose telephone number is 571-272- 
0924. The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). 

/DKVW /David M. Naff/ 

Deborah K. Ware Primary Examiner, Art Unit 1657 

Examiner 

Art Unit 1651 



